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1 Copies are available from: Association of
Official Analytical Chemists International,
481 North Frederick Ave., suite 500, Gaithers-
burg, MD 20877–2504, or examined at the Of-
fice of the Federal Register, 800 North Cap-
itol Street, NW., suite 700, Washington, DC
20408.

cells of Saccharomyces cerevisiae and re-
moval of whole cell walls by cen-
trifugation and separation of soluble
cellular materials.

(b) The additive meets the following
specifications on a dry weight basis:

(1) Zinc salts less than 500 parts per
million (ppm) as zinc.

(2) Nucleic acid less than 2 percent.
(3) Less than 0.3 ppm arsenic, 0.1 ppm

cadmium, 0.4 ppm lead, 0.05 ppm mer-
cury, and 0.3 ppm selenium.

(c) The viable microbial content of
the finished ingredient is:

(1) Less than 10,000 organisms/gram
by aerobic plate count.

(2) Less than 10 yeasts and molds/
gram.

(3) Negative for Salmonella, E. coli,
coagulase positive Staphylococci, Clos-
tridium perfringens, Clostridium botu-
linum, or any other recognized micro-
bial pathogen or any harmful microbial
toxin.

(d) The ingredient is used in food as
a nutrient supplement as defined in
§ 170.3(o)(20) of this chapter.

§ 172.330 Calcium pantothenate, cal-
cium chloride double salt.

The food additive calcium chloride
double salt of calcium pantothenate
may be safely used in foods for special
dietary uses in accordance with good
manufacturing practice and under the
following prescribed conditions:

(a) The food additive is of the d (dex-
trorotatory) or the dl (racemic) form.

(b) To assure safe use of the additive,
the label and labeling of the food addi-
tive container, or that of any inter-
mediate premixes prepared therefrom,
shall bear, in addition to the other in-
formation required by the Act, the fol-
lowing:

(1) The name of the additive ‘‘cal-
cium chloride double salt of d-calcium
pantothenate’’ or ‘‘calcium chloride
double salt of dl-calcium panto-
thenate’’, whichever is appropriate.

(2) A statement of the appropriate
concentration of the additive, ex-
pressed as pantothenic acid.

§ 172.335 D-Pantothenamide.
The food additive D-pantothenamide

as a source of pantothenic acid activ-
ity, may be safely used in foods for spe-
cial dietary use in an amount not in

excess of that reasonably required to
produce its intended effect.

§ 172.340 Fish protein isolate.
(a) The food additive fish protein iso-

late may be safely used as a food sup-
plement in accordance with the fol-
lowing prescribed conditions:

(1) The additive shall consist prin-
cipally of dried fish protein prepared
from the edible portions of fish after
removal of the heads, fins, tails, bones,
scales, viscera, and intestinal contents.

(2) The additive shall be derived only
from species of bony fish that are gen-
erally recognized by qualified sci-
entists as safe for human consumption
and that can be processed as prescribed
to meet the required specifications.

(3) Only wholesome fresh fish other-
wise suitable for human consumption
may be used. The fish shall be handled
expeditiously under sanitary condi-
tions. These conditions shall be in ac-
cordance with recognized good manu-
facturing practice for fish to be used as
human food.

(4) The additive shall be prepared by
extraction with hexane and food-grade
ethanol to remove fat and moisture.
Solvent residues shall be reduced by
drying.

(b) The food additive meets the fol-
lowing specifications: (Where methods
of determination are specified, they are
Association of Official Analytical
Chemists Methods, 13th ed., 1980, which
are incorporated by reference). 1

(1) Protein content, as N × 6.25, shall
not be less than 90 percent by weight of
the final product, as determined by the
method described in section 2.057, Im-
proved Kjeldahl Method for Nitrate-
Free Samples (20)—Official Final Ac-
tion.

(2) Moisture content shall not be
more than 10 percent by weight of the
final product, as determined by the
method described in section 24.003, Air
Drying (1)—Official First Action.

(3) Fat content shall not be more
than 0.5 percent by weight of the final

VerDate 11<MAY>2000 12:37 Apr 16, 2001 Jkt 194064 PO 00000 Frm 00044 Fmt 8010 Sfmt 8010 Y:\SGML\194064T.XXX pfrm02 PsN: 194064T


